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DETAILED ACTION 
Amendment Entry 

1 . The amendment filed December 26, 2007 lias been entered. Tine examiner 
acl^nowledges tine amendments to tine specification. Claims 1-96 have been cancelled. 
Claims 97-99, 101, 107, 109-115 have been amended. Claim 116 has been newly 
added. Claims 97-116 are under consideration in this office action. 

New Grounds of Rejection Necessitated by Amendment 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which It Is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the Inventor of carrying out his Invention. 

2. Claim 116 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a new matter rejection. 

Claim 1 1 6 is drawn to the method of claim 97 step [f], wherein the applying to 
said membrane further comprises an initial applying to said membrane of a block 
solution, comprising a solution containing agents which occupy all non-occupied sites 
on said membrane, thereby preventing the binding of the antibody specific for said 
hapten, to sites other than said membrane-bound hapten-ligand. 
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Neither the originally filed specification nor originally presented claims provides 
support for this method step, moreover, there is no support in the originally filed 
application for the method further comprising an initial applying to said membrane of a 
block solution, comprising a solution containing agents which occupy all non-occupied 
sites on said membrane, thereby preventing the binding of the antibody specific for said 
hapten, to sites other than said membrane-bound hapten-ligand. Applicant did not point 
to support in the original specification for support. Moreover, applicant failed to 
specifically point to the method steps. Thus, there appears to be no teaching of the 
newly recited method. Therefore, it appears that the entire original specification 
appears to fail to recite support for the newly recited method step. Therefore, applicants 
must specifically point to page and line number of the original specification for support 
of the newly added amendment. Therefore, the new claim incorporates new matter and 
is accordingly rejected. 

Claim Objections 

3. Claims 97-1 16 are objected to because of the following informalities: 

a) Claims 97-99, 101 and 1 15 delineate the individual steps by bracketing the 
sub-step. For instance [a]. The other dependent claims identify their associated claim 
having brackets also; for instance Claim 97[a]. However, the brackets normally show 
the information is being deleted. Thus information being deleted is shown with the 
strike-through or brackets, while new information is shown with underlining. Thus it is 
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suggested that applicants delineate the claims with parenthesis and not brackets, 
unless applicants is deleting such information. 

b) Claim 99 recites two (b) steps. It is suggested that the later (b) step be 
delineated as step (c). 

Therefore clarification is required to overcome the objections. 



Claim Rejections - 35 USC § 112. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 97-1 15 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

a) Claim 98 recites "thereby verifying the specific binding of said hapten-ligand to 
said surface". However the "thereby" does not make the verification an active method 
step. It is suggested that the thereby language be removed and be replaced such that 
the verification is an active step of the method. 

b) Claim 110 recites alternative limitations which are improperly expressed. 
Alternative expressions are permitted if they present no uncertainty or ambiguity with 
respect to the question of scope or clarity of the claims. One acceptable form of 
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alternative expression, which is commonly referred to as a Markush group recites 
members as being "selected from the group consisting of A, B and C". Another 
acceptable form recites "selected from 1 , 2, 3, or 4." Applicant may correct this by 
amending the claim to recite the appropriate language. It is suggested that he claim 
recites "...slot blotting and western blotting" 

c) The claim scope is uncertain since the trademark NYTRAN™ or trade name 
cannot be used properly to identify any particular material or product. A trademark or 
trade name is used to identify a source of goods, and not the goods themselves. Thus, 
a trademark or trade name does not identify or describe the goods associated with the 
trademark or trade name. In the present case, the trademark/trade name is used to 
identify/describe a particular material, i.e. NYTRAN™ , thus the identification is 
indefinite. Furthermore, the use of trademarks is improper since products identified by 
trademarks are within the sole control of the trademark owner and are subject to change 
by said owner at their discretion. It is suggested that a description such as charged 
nylon membrane be used instead. 

d) Claim 113 recites alternative limitations which are improperly expressed. 
Alternative expressions are permitted if they present no uncertainty or ambiguity with 
respect to the question of scope or clarity of the claims. One acceptable form of 
alternative expression, which is commonly referred to as a Markush group recites 
members as being "selected from the group consisting of A, B and C". Another 
acceptable form recites "selected from 1 , 2, 3, or 4." Applicant may correct this by 
amending the claim to recite the appropriate language. 
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Claims 97-116 are rejected under 35 U.S.C. 112, second paragrapli, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The claims recites "whereby" clauses throughout the 
claims. It is noted that such interpretive clauses do not recite any additional active 
method steps, but simply state a characterization or conclusion of the results of those 
steps. Therefore, such "whereby" clauses are not found to further limit the method 
defined by the claims. Furthermore, the "whereby" clauses fails to add patentability or 
substance to the claims. Thus, it is suggested that the claims positively recites the 
Intended method step. For instance, claim 97(h) could recite "...lysate, quantifying the 
amount of the membrane..." 

Conclusion 

5. Claims 97-1 1 5 are not rejected under prior art but are rejected under 112 1^' and 
2"^^ paragraph. 

6. Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to JaNa HInes whose telephone number is (571)272-0859. 
The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on 571-272-0898. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/JaNa Mines/ 
Examiner, Art Unit 1645 

/Mark Navarro/ 

Primary Examiner, Art Unit 1645 



